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CHAPTER 1
| NTRODUCTI1 ON

1-1. Purpose. This manual inplenents policy and provides

gui dance, procedures, and criteria for the validation of
commercial and U S. Arny Corps of Engineers (USACE) division

anal ytical chemstry |aboratories. Laboratory validation is
required to ensure that analytical chem stry | aboratories neet

t he USACE Chenical Data Qual ity Managenment (CDQW) requirenments as
prescribed in the USACE Engi neer Regul ation (ER) 1110-1-263 for
generation of chem cal data of sufficient quality to neet

I ntended usages within the project.

1-2. Applicability.

a. This manual applies to HQUSACE/ CCE el ements, mmjor
subordi nate conmands, districts, |aboratories, and separate field
operating activities (FQA) having _res[)onsi bility for 1n-house or
contracted projects involving chem cal neasurenents of waste
and/ or environmental sanples. This includes, but is not l[imted
to, execution of the follow ng prograns: Defense Environnental
Restoration Program (DERP?; Base Real i gnnment and C osure (BRAC);

[ nstallation Environmental Conpliance; Mlitary Construction;
Superfund; Civil Wrks; and Departnent of Energy (DOE).

b. This manual and its prescribed | aboratory validation
Frocess al so apply to the validation of USACE division
aboratories with mnor nodifications. USACE division
| aboratories and commercial |aboratories, which performthe QA
function, shall be eval uated under nore stringent criteria than
commercial primary project |aboratories.

1. 3 References.

a. ER 1110-1-263, Chemi cal Data Quality Managenent for
Hazar dous \Waste Renedial Activities.

b. “Hazardous, Toxic & Radioactive Waste (HTRW - Policy

Qui dance on Validation of Commercial Analytical Chem stry
Laboratories”, CEMP-RT menorandum (See Appendix A

1-4. Overview.

a. The purpose of |aboratory validation is to ensure that
anal ytical chem stry |aboratories meet the m ninmumrequirenents
of the USACE quality assurance/quality control (QA/QC) program
that facilitates the generation of chem cal data of known and
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acceptable quality. Oojectives of commercial |aboratory
validation are: to communi cate USACE QN QC requirenents; to
verify that comercial |aboratories are performng specified

anal ytical nmethods with no unacceptable deviations; and to verify
t hese | aboratories nmeet USACE QA QC requirenents prior to sanple
analysis. In general, all commercial |aboratories that support
USACE HTRW response activities shall obtain a USACE Iaboratory
validation prior to field studies or sanple anal yses and sha
maintain the validated status throughout the response activities.
Appendix B is an introduction to |aboratory validation procedures
for commercial |aboratories that express interest in USACE

| aboratory validation but have not been tasked to execute

chem cal analysis in support of USACE HTRW response activities.

b. The USACE | aboratory validation process consists of
three maj or sequential steps: (1) review of general
qual i fications, (2) analysis of performance eval uation (PE)
sanpl es, and (3) on-site laboratory inspection. The validation
provides a paraneter, nmethod, and matrix-specific approval. The
period of validation is 18 nonths. For each new contract/
project/task order (hereafter referred to as the contract or
project) awarded to a commercial |aboratory after its initia
val | dation, a project-specific eval uation of the IaboratorY’s
capability and past performance is still required. A sinplified
flow diagramis shown in Figure 1-1 to show the major events in a
| aboratory validation process.

c. Abbreviations, acronyns, fornulas, synbols, nunbers,
and terns used in this manual are defined in Appendix M

1-5. Responsibilities. The USACE HTRW Mandatory Center of
Expertise (HTRWMCX) |ocated at the Mssouri River Division in
Omaha, Nebraska is tasked by HQUSACE with the operation and
managenment responsibilities for this centralized | aboratory
val i dation program A Laboratory Validation Conmttee (hereafter
referred to as the Conmttee), conposed of staff menbers from the
Chem stry Branch of the HTRW MCX, is generally responsible for

all aspects of the USACE HTRW | aboratory validation program One
of the Conmttee nenbers is designated as the Laboratory

Val idation Coordinator (hereafter referred to as the Coordinator)
who is the point-of-contact for the Commttee and is responsible
for coordination and execution of the daily activities of the

| aboratory validation process. The Conmittee will neet as needed
and is primarily responsible for proBosing policy and maki ng
ultimate decisions wth regard to | aboratory-specific validation
status. Besides the Conmttee, a nunber of other parties,

I ncl udi ng government agencies and private contractors, are
involved in the USACE HTRW | aboratory validation process.
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Details on the responsibilities of all involved parties are
addr essed bel ow.
a. HQUSACE

gl) Actively perforns oversight for the USACE HTRW
| aboratory validation program

(2) Adm nisters apEﬁovaI authority for the policies and
procedures of the USACE HTRW | aboratory validation program

b. The Commttee, HTRW MCX

(1) I's responsible for all aspects of the USACE HTRW
| aboratory validation program including planning, progranmm ng,
execution, budget, and management.

(2) Coordinates |aboratory validation activities and
provides liaison with various governnent agencies and private
sector parties on |aboratory validation issues. Ensures all
| aboratory eval uations and/or validations are successfully
conpleted in a timely manner

(3) ldentifies the PE sanples and anal ytical nethods
required for each l|aboratory validation. Assures that PE sanple
suppliers are provided with proper information to prepare and
shi p PE sanpl es.

(4) Mnitors the performance of PE sanple suPpIiers
t hrough review of their nost recent analytical results of any
proficiency testing prograns and all QA QC data associated wth
the verification of PE sanples on a quarterly basis. Al so
gonducts on-site audits of PE sanple suppliers on a regular

asi s.

(5) Reviews the qualification docunments of commercia
| aboratories, evaluates PE sanple results, and conducts or
del egates on-site |aboratory inspections.

_ (6) Trains USACE personnel to performon-site |aborator

i nspections. Mnitors the inspector's performance to ensure that
consi stent inspection approach and results of high quality are
carried out within the USACE HTRW | aboratory validation program

(7) Decides the pass/fail status for each step of the
| aboratory validation process, additional work required for
conpl etion of |aboratory validation, or the appropriate time to
termnate a | aboratory validation process or to revoke an active
val i dati on st at us.
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(8) Prepares and distributes |aboratory inspection and
eval uation reports.

(9) Establishes and nmintains a performnce database for
PE sample results from comercial |aboratories. Statistically
eval uates PE sanple results to adjust or update the acceptance
limts for PE sanple analysis.

(10) Provides technical assistance to USACE Techni cal
Manager s/ Contracting O ficer Representatives (TM CORs) to resolve
problematic issues on laboratory validation and perfornance.

(11) Upon request, provides technical assistance to USACE
TMCORs in selection of contract |aboratories prior to nomnation
for validation to support USACE HTRW response activities.

(12) Provides liaison with various governnent agencies and
private sector parties on national |aboratory “accreditation”
prograns. Revises the USACE HTRW | aboratory validation program
as needed to neet Federal and/or State regulatory requirenents.

c. PE Sanple Suppliers (including Waterways Experinment
Station and M ssouri Ig| ver Di V(I sion Laboratory):

(1) Prepare or purchase PE sanples of high qualitK.
Verify the PE sanples prior to use. Miintain proper in-house
docunentation on PE sanple preparation and verification per the
U.S. Environnental Protection Agency (USEPA) and t he USACE
gui dance. Arrange for multiple laboratory analyses of PE sanples
and statistically evaluate PE sanple results to establish initial
acceptance limts.

(2) Supply PE sanples to candidate |aboratories with
overni ght express deliverg services. Ensure all PE sanples are
packed and shi pped according to the USEPA, USACE, and the
Department of Transportation ([XJQ regul ati ons and guidelines.
Maintain a full chain-of-custody tor each shipment of PE sanples.
CGenerate and send a sanpl e-specific instruction letter for PE
sanpl e analysis with each PE sanple shipnment. Notify the
Committee of any problems with PE sanple preparation
verification, and shipnent inmediately.

(3) Provide technical assistance in resolving problens
wi th PE sanple analysis to the Conmttee and commerci al
| aboratories. Keep the Conmttee inforned of any major problens
or issues on PE sanple analysis.

- (4) Evaluate PE sanple results based on statistically
established confidence limts for precision and accuracy.
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Prepare and send witten evaluation reports on PE sanple results
to the Commttee within the required tine frame. Provide the
Committee with verbal reports on PE sanple results, if a quick
answer i s needed.

(5) Ensure the availability and readiness of multiple sets
of PE sanples of different constituents and/or concentrations.
Avoi d sending sane PE sanples to sane | aboratory tw ce, including
affilb?ted | aboratories belonging to sane parent corporation when
possi bl e.

(6) Actively participate in proficiency testing prograns
of State, Federal, and/or private firnms. Provide the Comittee
glth nost recent proficiency testing results on a quarterly

asi s.

D. USACE TM CORs:

(1) Submit a fully conpleted format of “Request for
Eval uation of Commercial Laboratory” or an equivalent for each
| aboratory-project case to the Conmttee in a tinmely manner

(2) Informthe Conmttee of any major changes in project
requirements related to chemcal analyses in a tinely manner

~(3) Notify the Commttee imediately to termnate
validation efforts if a comercial |aboratory undergoing the
val idation process is replaced by another comrercial |aboratory.

(4) Provide funding, if appropriate, for |aboratory
val i dation

(5) Informthe Conmittee of any performance problens wth
sanpl e anal ysis.

_ e. Prime Contractors (including Architect Engineering
Firms, Construction Contractors, and Governnent Agencies):

(1) Select a subcontract |aboratory and notify the USACE
TM COR early.

(2) Provide a subcontract |aboratory a copy of the final
Chem cal Data Acquisition Plan (CDAP) for information prior to
| aboratory inspection. If a CDAP is not available prior to the
I nspection, as a mninmum provide a copy of the Scope of
Servi ces.

f. Analytical Chem stry Laboratories (including Comrercia
and Governnent Laboratories):
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(1) Respond to the Committee's requirements within the
required time frane.

(2) Follow instructions to analyze and report PE sanple
results.

(3% Informthe Commttee inmediately of any major changes
on the laboratory's facility, instrunents, or key technical staff
during the laboratory's 18-nonth validation period.

1-6. Expenses and Fundi ng.

In general, “billable” itens related to specific |aboratory
validations include: travel and per diem for on-site inspection
Flus time and | abor spent on review of documents, inspection of

aboratory, and preparation of inspection report and on
Preparation, testing, and shipnment of PE sanples. Depending on
he program custoner billable items are funded on a yearly
program basis or project specifically. Mxed funding for a
particular validation is used if appropriate. Verbal
communi cation with the USACE TM COR wi I | cover the topic of
funding for a particular request. For projects under prograns or
m ssions wthout yearly program funds available at the HIRW MCX,
the USACE TM CORs who request the validation shall be responsible
for the expense of |aboratory validation that is approxi mately
$2,500 per laboratory validated. The cost of |aboratory
val idation may be adjusted as needed, based on updated expenses.

1-7. Effective Date and Anendnents.

a. This manual is effective upon approval by the HQUSACE
and shall remain in effect until superseded or term nated.

b. These procedures nay be nodified, revised, or anmended
upon approval by the HQUSACE

c. This manual and any future revisions or amendnents
shall be distributed by the HQUSACE
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